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International application No. 

PCT/JP00/04714 


International filing date (day/month/year) 
13 July 2000(13.07.00) 


Priority date (day/month/year) 

16 July 1999(16.07.99) 


International Patent Classification (IPC) or national classification and IPC 

A61K 31/704, 9/02, 9/06, 9/52, 47/14, A61P 37/08, 1/16, 17/00, 17/14, 1/02, 31/18 


Applicant 

AMATO PHARMACEUTICAL PRODUCTS, LTD. 



This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
' — 1 been amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see 
Rule 70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

j ] Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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13 December 2000 (13.12.00) 


Date of completion of this report 

06 April 2001 (06.04.2001) 


Name and mailing address of the IPEA/JP 
Facsimile No. 


Authorized officer 
Telephone No. 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



tional application No. 

PCT/JP00/04714 



I. Basis of the report 



n 



1. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 

pages 

pages 

pages 

f I the claims: 

pages ■ 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



, filed with the letter of 



, as originally filed 

, as amended (together with any statement under Article 1 9 

, filed with the demand 



filed with the letter of 



f | the drawings: 

pages 

pages 

pages 



, as originally filed 

, filed with the demand 



filed with the letter of 



[_ J the sequence listing part of the description: 

pages 

pages 

pages 



, as originally filed 

filed with the demand 



filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

□ 

the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 



With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ 
□ 



□ 
□ 
□ 

□ 
□ 



contained in the international application in written form, 
filed together with the international application in computer readable form, 
furnished subsequently to this Authority in written form, 
furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

the description, pages 

the claims, Nos. 

the drawings, sheets/fig 



5 [ ! ™ S re P ort has been established as if (some of) the amendments had not been made, since they have been considered to go 
— beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70. J 7). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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intem^^Pil application No. 

PCT/JP 00/04714 


V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1 . Statement 






Novelty (N) 


Claims 


1-8 VES 




Claims 


NO 


Inventive step (IS) 


Claims 


YES 




Claims 


1-8 NO 


Industrial applicability (IA) 


Claims 


L ~ 8 YES 




Claims 


NO 



Citations and explanations 

The following documents were cited in the international 
search report. 



Document 1: JP, 3-123731, A 
Document 2: WO, 94/08622, Al 



Document 1 discloses a preparation for intrarectal 
administration containing glycyrrhizin and a fatty base 
(claims, page 2, upper right column) . 

Document 2 indicates that, when used as the base in 
a preparation for absorption via mucosal membranes to be 
applied intrarectally or otherwise, Labrasol is suitable 
for enhancing absorption of the active ingredient (page 2, 
lines 30-33, Examples 9-12, 15, 17, and 22-25) . 

If improvement to medicinal transfer of the 
preparation disclosed in Document 1 is desired, alteration 
of the base of said preparation to one that is suitable 
for enhancing absorption of the active ingredient is 
conventional practice for a person skilled in the art; and 
therefore, adoption of Labrasol, which is disclosed in 
Document 2, as a base to achieve the invention described 
in the claims would be obvious to a person skilled in the 
art. In addition, the structure of the invention described 
in the claims is not considered to offer any remarkable 

Form PCT/IPEA/409 (Box V) (January 1994) 



INTERNATIONAL PRELIMWaRY EXAMINATION REPORT 



In^^Pional application No. 
PCT/JP 00/04714 



effect . 

According to page 4 of the description in this 
international application, Labrasol is considered to be 
included in the concept of an "ester mixture comprising a 
C 6 -i8 fatty acid glycerol ester with a C 6 _ 18 fatty acid 
macrogol ester" as described in Claim 1. 

Based on the above, the inventions described in 
Claims 1 to 8 do not involve an inventive step. 

The inventions described in Claims 1 to 8 are 
industrially applicable. 
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INTERNATIONAL SEARCH REPORT 



International application No. 

PCT/JPOO/04714 



A. CLASSIFICATION OF SUBJECT MATTER 

Int. CI 7 A61K31/704, 9/02, 9/06, 9/52, 47/14, 

A61P37/08, 1/16, 17/00, 17/14, 1/02, 31/18 

According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 
Int. CI 7 A61K31/704, 9/02, 9/06, 9/52, 47/14, 

A61P37/08, 1/16, 17/00, 17/14, 1/02, 31/18 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 
CAPLUS(STN) , MEDLINE (STN) , EMBASE (STN) ,BIOSIS(STN) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category* 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



JP, 3-123731, A (Iwasaki Seiyaku K.K.), 
27 May, 1991 (27.05.91) , 
Full text (Family: none) 

WO, 94/8622, Al (SMITHKLINE BEECHAM FARMACETJT I C I S. 
A.), 28 April, 1994 (28.04.94), 

page 2, lines 30-33; examples 9-12,15,17,22-25 
& JP, 8-505364, A 



1-8 



1-8 



I I Further documents are listed in the continuation of Box C. Q See patent family annex. 



-A" 



Special categories of cited documents: 

document defining the general state of the an which is not 

considered to be of particular relevance 

earlier document but published on or after the international filing 
date 

document which may throw doubts on priority claim(s) or which is 
cited to establish the publication date of another citation or other 
special reason (as specified) 

document referring to an oral disclosure, use, exhibition or other 



document published prior to the international filing date but later 
than the priority date claimed 



T later document published after the international filing date or 
priority date and not in conflict with the application but cited to 
understand the principle or theory underlying the invention 

u yT document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive 
step when the document is taken alone 

* Y" document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document is 
combined with one or more other such documents, such 
combination being obvious to a person skilled in the an 

M &" document member of the same patent family 



Date of the actual completion of the international search 
06 October, 2000 (06.10.00) 



Date of mailing of the international search report 
17 October, 2000 (17.10.00) 



Name and mailing address f the ISA/ 

Japanese Patent Office 

Facsimile No. 



Authorized officer 



Telephone No. 



FormPCT/ISA/210 (second sheet) (July 1992) 
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Europaisches 
Patentamt 

Zweigstelte 
in Den Haag 
Recherchen- 
ahlftiluno 



European 
Patent Office 

Branch at 
The Hague ■ 
Search 
division 



7t 



Office europeen 
des brevets 

Oepanemeni a 
La Haye 
Division de ta 
r^rhPrrhP 



_l 



Datum/Date 

24.06.02 
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Zeichen/RefiRef. 

AvK/eo013236ep 


Anmeldung Nr./Ap plication No./Demande nVPatent Nr ./Patent No./Brevet n°. 

00946306 . 8-21 12-JP0004714 


Anmelder/Applicant/Demandeur/Patentinhaber/Proprietor/Titulaire 

AMAT0 PHARMACEUTICAL PRODUCTS, LTD. 



COMMUNICATION 



The European Patent Office herewith transmits as an enclosure the European search report for the 
above-mentioned European patent application. 

If applicable, copies of the documents cited in the European search report are attached. 

13 Additional set(s) of copies of the documents cited in the European search report is (are) enclosed 
as well. 



REFUND OF THE SEARCH FEE 

If applicable under Article 10 Rules relating to fees, a separate communication 
from the Receiving Section on the refund pf the search fee will be sent later. 
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SUPPLEMENTARY 
EUROPEAN SEARCH REPORT 



Application Number 

EP 00 94 6306 



DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 



Citation of document with indication, where appropriate, 
of relevant passages 



EP 0 535 704 A (SANWA KAGAKU KENKYUSHO CO) 

7 April 1993 (1993-04-07) 

* abstract * 

* page 2, line 41 - page 3, line 30 * 

* example 3 * 

PATENT ABSTRACTS OF JAPAN 
vol. 017, no. 216 (C-1053), 
28 April 1993 (1993-04-28) 
& JP 04 356424 A ( MASAO SAITO), 
10 December 1992 (1992-12-10) 

* abstract * 

PATENT ABSTRACTS OF JAPAN 
vol . 017, no. 513 (C-llll), 
16 September 1993 (1993-09-16) 
& JP 05 139955 A (LION CORP), 

8 June 1993 (1993-06-08) 

* abstract * 



Relevant 
to claim 



The supplementary search report has been based on the last 
set of claims valid and available at the start of the search. 



1-6,8 



1-6,8 



1-6 



CLASSIFICATION OF THE 
APPLICATION (lnt.CI.7) 



A61K31/704 

A61K9/02 

A61K9/06 

A61K9/52 

A61K47/14 

A61P37/08 

A61P1/16 

A61P17/00 

A61P17/14 

A61P1/02 



TECHNICAL FIELDS 
SEARCHED (lnt.CI.7) 



A61K 



Race of search 

MUNICH 



Date of completion of the search 

18 June 2002 



Examiner 

Hornich, E 



CATEGORY OF CITED DOCUMENTS 

X : particularly relevant if taken alone 

Y : particularly relevant if combined with another. 

document of the same category 
A : technological background 
O : non-written disclosure 
P : intermediate document 



T : theory or principle underlying the invention 
E : earlier patent document, but published on, or 

after the filing date 
D : document cited in the application 
L : document cited for other reasons 

& : member of the same patent family, corresponding 
document 



ANNEX TO THE EUROPEAN SEARCH REPORT 

ON EUROPEAN PATENT APPLICATION NO. EP 00 94 6306 



This annex lists the patent family members relating to the patent documents cited in the above-mention^n c ursseaFt searc h reDO rt 
The members are as contained in the European Psten! Office ECP file on ' • f 

The Eurcpsa.-i Pateni uffice is in no way liable for these particulars which are merely given for the purpose of information. 

18-06-2002 



Patent document 
cited in search report 


Publication 
date 


Patent family 
member(s) 


Publication 
date 



EP 0535704 



07-04-1993 



JP 
EP 



5097680 A 
0535704 Al 



20-04-1993 
07-04-1993 



JP 


04356424 


A 


10-12-1992 


JP 


2609564 B2 


14-05-1997 


JP 


05139955 


A 


08-06-1993 


NONE 







For more details about this annex : see Official Journal of the European Patent Office, No. 12/82 



10/030058 

B3ie§cMPCT^r 08 JAN 2002 



VERIFICATION OF A TRANSLATION 



I, the below named translator, hereby declare that- 
My name and post office address are as stated below- 

That I am knowledgeable in the English language and in the language in 
which the below identified International Application was filed, and that I 
believe the English translation of the International Application, 
PCT/JP00/04714 is a true and complete translation of the above identified 
International Application as filed. 

I hereby declare that all statements made herein of my knowledge are true 
and that all statements made on information and belief are believed to be true? 
and further that these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or imprisonment, 
or both, under Section 1001 of Title 18, of the United Code and that such 
willful false statement may jeopardize the validity of the application or any 
patent issued thereon. 

Date: December 18, 2001 

Full name of the translator: Yoshitaka Tani 



Post Office Address^ 2-91, Seiwadainishi 3-chome, Kawanishi-shi, Hyogo 

666-0143 JAPAN 



Signature of the translator: 
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(54) PHARMACEUTICAL PREP^^TION FOR INTRARECTAL 
ADMINISTRATION OF GL^TORHITIN 

(11) 3-123731 (A) (43) 27.5.1991 (19) JP 

(21) Appl. No. 64-258678 (22) 5.10.1989 

(71) IWASAKI SEIYAKU K.K. (72) HIROSHI KAWASAKI(3) 
(51) Int. CI 5 . A61K31/705,A61K9/02,A61K9/08 



PURPOSE: To obtain a preparation for intrarectal administration with glycyrrhitin 
as a main medicine, containing effective amount thereof in a form capable 
of transferring from rectum into bleed and used in improvement of symptoms 
of alcoholic hepatic dysfunction, B-type hepatitis, etc. 

CONSTITUTION: The aimed preparation containing glycyrrhitin i e 20^ 
carboxy-ll-oxo-30-norolean-12-ene-3>3-yl-2-O^-D-glucopyranuronosyl-i-D- " 
glucopyranosiduronic acid or its salt with a base, and preferably an oily base 
(especially preferably witepsol or miglyol). Glycyrrhitin content in the prepara- 
tion is 5-50wt.%, preferably 10-30wt.% and administered at an amount of 
10-500mg, preferably 50-200mg/adult man/day. 



(54) MASSAGE MATERIAL 

(11) 3-123732 (A) (43) 27.5.1991 (19) JP 

(21) Appl. No. 64-260595 (22) 5.10.1989 

(71) POLA CHEM IND INC (72) TADAMITSU URAMOTO 
(51) Int. C! s . A61K33/14,A61K7/00,A61K7/02,A61K7/06,A61K7/50 



PURPOSE: To obtain a granular massage material containing sodium chloride 
as a main ingredient, polyhydric alcohol and thickener, enhancing massaee 
effect and cleansing effect. 

CONSTITUTION: The objective granular massage material containing (A) sodium 
chloride as a main ingredient and preferably having 0.05-2.00mm, especially 
0.1-1.0mm size, (B) polyhydric alcohol e.g. ethylene glycol, propylene glycol 
especially glycerin and (C) thickener e.g. water soluble high polymer compound 
such as CMC-Na at ratios of the ingredient A of 0.5-40wt.% (especially 
l-30wt.%), ingredients B of 40-95wt.% and ingredient C of 0.05-10.0wt.% When 
an inorganic power ingredient (e.g. silicic anhydride) is added to the above- 
mentioned ingredients, stability of the system is further increased and sedimenta- 
tion of power is prevented. 
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PURPOSE: To obtain a skin external preparation capable of preventing injury 
of skin cells by ultraviolet ray and having a preventive effect on aging of skin 
by blending water-extracted material of mammalian spleen with amino acid 
(derivative). 

CONSTITUTION: A mammalian spleen e.g. fresh frozen spleen of cattle is pulver- 
ized and extracted with ^60°C hot water for ^Ihr and further heated at £8<TC 
for ^lOmin and filtered and concentrated. Ethyl alcohol is added to the concen- 
trate to remove protein and further the mixture is filtered to clarify the mixture 
1 hen the clarified solution is subjected to an ultrafiltration using a capillary 
membrane filtration system having 2000 separation limit molecular weight to 
provide water-extracted material of spleen. 0.0001-5.0wt.% (as dried solid content) 
of the water-extracted material and 0.005-5.0wt.% of one or more substance 
selected from amino acid and amino acid derivative are mixed into total amount 
of skin external preparation. 



